
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

April 30, 2002 

MEMORANDUM 

Subject: Data Package 0277999 

From: Wallace Powell, Biologist ~ U, 

ofFICf or 
PRE'Vt:HT101'4 , PESTlCTOE..(J 
AND f Ol<lC SV11STMC£S 

WASH 'N BLEACH EXTRA2, EPA File~Y.~OI 6930-l 

Product Science Branch rq,·J~ 0 , ~ - '?AJ (?'?-

Antimicrobials Division (7510C) G./\\ ~ ~ 
Karen P. Hicks, Team Leader :Jl 
Chemistry/Toxicology Team ){ 
Product Science Branch \ \ t 2. 

Through : 

Antimicrobials Division (7510C) ~ ~ (:)! 

Michele E. Wingfield, Chief 
Product Science Branch 
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BACKGROUND 

The applicant, NorAmTech corporation (as represented by an agent), has submitted 
a package for registration of the subject product, WASH 'N BLEACH EXTRA2. The 
package includes studies for acute dermal toxicity, skin irritation, and skin 
sensitization - MRID's 454790-03, 454790-05, and 454790-04, respectively. The 
studies were initially reviewed for Product Science Branch (PSB) by Oak Ridge 
National Laboratory. The reviews are attached to this memorandum. The 
submitted package also includes waiver requests for acute oral toxicity, acute 
inhalation toxicity, and eye irritation data. 

WASH 'N BLEACH EXTRA2 is a commercial-use peroxy laundry bleach contain ing 
two New Chemicals (I. e., currently unregistered pesticidal active ingredients): TAED 
(tetraacetyl ethylenediamine) and sodium percarbonate. There was some question 
as to whether the latter should be identified on the product label as sodium 
percarbonate or as hydrogen peroxide. The agency reportedly has decided on 
sodium percarbonate. (The hydrogen peroxide is not formed until the product is 
dissolved in water.) So it appears that the active Ingredients listed on the label will 
be as follows: 



Active Ingredient 
Sodium percarbonate (containing hydrogen peroxide) 
Ethane, bis-1,2-( [N,N-diacetyl]amlno-) 

DISCUSSION AND RECOMMENDATION 
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Percent w/w 
7.32 

11.76 

Acute oral toxicity: The waiver request is acceptable. Ingestion of significant doses 
Is highly unlikely, based on the physical form and use pattern of the product, also 
supported by low solubility of the product at ambient temperature. 

Acute dermal toxicity: The submitted study, MRID 454790·03, is acceptable and 
Indicates acute dermal Toxicity Category IV. 

Acute inhalation toxicity: The waiver request is acceptable. Significant inhalation 
of product is highly unlikely. The product is an anhydrous solid of waxy 
consistency. It is transported and stored in a closed container until it is placed in a 
closed delivery system for use. 

Primary eye Irritation: 

The request for waiver with assignment to Category IV is unacceptable. The data 
can be waived, but it appears that assignment of Category r would be necessary. 
The material is potentially corrosive when wet, as indicated by the submitted skin 
irritation data (and evident in the submitted acute dermal toxicity data). 

The applicant claims that the product is intractable and "can not be granulated or 
crushed to a size small enough for administration to the eye." The applicant has 
also indicated an "inability to obtain fine and representative particles of the 
product." Inability to produce a suitable test article does appear likely (although no 
documentation of attempts was submitted for confirmation). 

However, even if the product is too intractable as a test material, there is still a 
potential for harmful eye exposure. The product label should address the hazard in 
case such exposure occurs. 

The low solubility at ambient temperature and the closed-system use pattern 
mitigate the likelihood of harmful eye exposure. However, it does not appear that 
such exposure is virtually eliminated. Should the automatic shutoff ever fail when 
the container is lifted from the gravity feeder (especially in the event of an 
unusually high temperature in the water feed), eye damage could occur. Or, should 
an employee rub his/her eyelids after inadvertently scratching the product tablet 
with a fingernail, or after handling the tablet with warm wet hands, then eye 
damage could occur. 

(PSB also wonders: Could a product tablet become so dissolved along its curvature 
that the inverted HOPE container holding the tablet eventually loses its ability to 
prevent the tablet from falling out when the container is lifted out of the feeder by 
an employee?) 
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Primary skin Irritation: 

The submitted study, MRID 454790-05, is acceptable and indicates Toxicity 
Category I for skin irritation. Two groups of three animals were tested. In one test 
group, the anhydrous test material only (the subject product) was used. Tox 
Category IV resulted. In the other test group, water was used as a vehicle. In this 
case, Category I resulted, with corrosion evident. (Corrosion was also evident in 
the submitted acute dermal toxicity study.) From a hazard assessment point of 
view, consideration of the latter test group is appropriate in assigning a Tox 
Category. If exposure occurs, it is natural to expect that it could occur in the 
presence of water. 

PSB could point out that the Guidelines call for use of a vehicle when testing solids. 
But PSB admits that the Guidelines also indicate that a vehicle should not 
significantly alter the chemical properties or toxic characteristics of the skin 
irritation test substance. 

However, in the case of skin irritation (as with eye irritation), there is still a 
potential for harmful exposure and, as in the case of eye irritation, the product label 
arguably should address the hazard in case such exposure occurs. 

Consequently, PSB recommends either (1) assigning Category I or (2) assigning no 
Category but requiring the human-hazard and first-aid label statements to pertain 
to the product in the presence of water. This would amount to requiring the 
Category I statements from the Label Review Manual, with or without a preceding 
phrase such as "In the presence of water .... " The statements from the Label 
Review Manual are as follows: 

''Corrosive. Causes skin burns. Do not get in eyes or on clothing. Wear 
protective clothing and gloves*. Wash thoroughly with soap and water after 
handling. Remove contaminated clothing and wash clothing before reuse." 

*Specify type. 

Skin sensitization: 

The submitted study, MRID 454790-04, is acceptable and indicates that the test 
substance was not a sensitizer. 

Note: Because reaction to first induction was in many instances severe, moistened 
gauze was discontinued. I.e., test substance was tested dry for second and third 
inductions and for challenge and naive control. There does not appear to have been 
a suitable alternative to this approach, as the applicant apparently has found no 
suitable vehicle. 

Summary: 

The acute toxicity regulatory profile is summarized in the table below. 
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Table: Acute toxicity regulatory status for WASH 'N BLEACH EXTRA2 

Data Requirem·ent Means of Support Status ::;: 
Acute Oral Toxicity Waiver request Waived 

Acute Dermal Tox. MRID 454790-03 Acceptable/ Category IV 
(submitted) 

Acute Inhalation Tox. Waiver request Waived 

Eye Irritation Request for Waiver Unacceptable. Can be waived If applicant 
and Tox Category IV accepts Category r 

Skin Irritation MRID 454790-05 Study Acceptable. Assign Category I; 
(submitted) or assign no Category but require 

human-hazard and first-aid statements 
that refer to product when wet. 

Skin Sensitization MRID 454790-04 Acceptable/ 
(submitted) Non-sensitizer 

Product labeling: 

Determination of the required first-aid and human-hazard precautionary statements 
will be made after the eye and skin irritation data requirement issues have been 
resolved for this product. 

3 Attachments 



DATA EVALUATION RECORD 

TETRAACETYLETHYLE ED~~ 
(WASH ' N BLE ACH EXTRA1

) 

STUDY TYPE: ACUTE DERMAL TOXICITY-RAT 
(OPPTS 870.1200 [§81-2]; OECD 402} 

MRJD 45479003 

Prepared for 
Antimicrobials Division 

Office of Pesticide Programs 
U.S. Envirorunental Protection Agency 

1921 Jefferson Davis Highway 
Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

L1fe Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
ActionNo. K361 

Primary Reviewer: 
Susan Chang, M.S. Signature: 

Date: 
~2~ 

Secondary Reviewers: 
II. T im Rornes. M.T.(A.S.C.P.). Ph.D .. D.A.B.T. Signature: 

Date: 

Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

tJ.r~ 
OCT 2 9 ZtUl1 
~ ~ .. ~~ 

OC T Z 9 2001 
Quality Assurance: 
Lee Ann Wilson. M.A. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Rid&e National Laboratory managed and operated by UT-Battelle, LLC., for tbe U.S. Department ofEnergy under 
Coo ~.race No. DE-AC05-000R22725. 
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EPA Reviewer: Wallace Powell, Pb.D. 
Antimicrobials Division (9510C) 
EPA Work Assignment Manager: B. Akinlosotu, Ph.D. 
AnHmicrobials Division (9510C) 

TXR#: 

Acute Dermal Study I 2 
OPPTS 870. UOO I OECD 402 

Signature:-------
Date. ______ _ 

Signature:-------
Date ______ _ 

II DATA EVALUATION RECORD II 
STUDY TYPE: Acute Dermal Toxicity - Rat; OPPTS 870.1200 [§81-2]; OECD 402. 

PC CODE: 004115 DP BARCODE: 0277999 
SUBMISSION NO.: 8603528 

TEST MATERIAL: Wash 'N Bleach Extra2 (11.90% w/w tetraacetylcthylenediamine and 
7.32% hydrogen peroxide, a.i., given on the CSF) 

SYNONYMS: Wash 'N Bleach Ex'tra2 LDS-49 

CITATION: Kuhn, J.O. (2001 ) Acute dermal toxicity study in rats. Stiltmeadow; Jnc., 12852 
Park One Drive, Sugar Land, TX 77478. Laboratory study number 6326-01. May 
24, 2001 . MRlD 45479003. Unpublished. 

SPONSOR: Nor Am Teck Corporation, 21 00 Central Street, Kansas City, MO 641 08 

EXECUTIVE S~IARY: In an acute dermal toxicily study (lvrRID 45479003), five male 
and five female Sprague-Dawley rats were dcrmaUy exposed to Wash 'N Bleach Extra2 

(a.i. : 11.90% w/w tetraacetylcthylenediamine and 7.32% hydrogen peroxide; Batch No. C06l) 
moistened with deionized water for 24 hours to approximately l 0% of the body surface area at a 
dose of 5050 mg/kg body weight The animals then were observed for 14 days. 

Dermal LDSO Males > 5050 rnglkg bw 
females > 5050 mglkg bw 
Comhined > 5050 mglkg bw 

Wash 'N 13leach Extra2 is of LOW' Toxicity based on the LD50 (EPA Toxicity Category IV). 

None of the animals died and all rats were norma) during the study with the exception that all rats 
exhibited decreased activity on day 1. Very slight to severe eryl.hema, very slight edema, atonia, 
focal bleeding, coriaceousness. desquamation, eschar, blanching, necrosis, pustules, alopecia, 
sloughing, and/or ulceration at the test sile were noted on all animals from days 1 through 14. 
With the exception of one female that Jost weight during the study, all other rats had nom1al 
body weight gains. No observable abnonnalities were noted at necropsy. 

This acute dermal study is classified as acceptable (guideline). This study satisfies the guideline 
requirement for an acute denna1 toxicity study (OPPTS 870.1200; OECD 402) in the rat. 



ITETR.AACETYLETIH'LENEDlAt\<UNE I 004J lSJ 

Acute Dermal Study I 3 
OPPTS 870.1200 f OECD 402 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality 
statements were provided. 

l. MATEJUALS AND METHODS 

A. MATERIALS: 

1. Test material: 
Description: 
LotlBntch N: 
Purity: 
CAS # ofTGAl: 

Wash ' N Bleach Ex:l'ra2 

White, solid, waxy soap 
C061 
11.90% -wlw tctraacctylcthylenediaminc and 7.32% hydrngen peroxide; a.i. 
Hl543-5i-4 for tetr!UlcetylethyiCJlediamine 
7722-84-4 for hydrogen peroxide 

2. Vehicle and/or positive control: Deionized water 

3. Test animals: 
Species: 
Strain: 
Age/weight at dosing: 
Source: 
Housing: 
Diet: 

W11ter: 
En,,ironmeot.al 
conditions: 

Acclimation period: 

Rat 
Spraguc-Da-wlcy 
Approximately 9 weeks; males: 271-318 g, fetnulcs: 180-203 g 
Texas Animal Specialties, Humble, TX 
Individually in stainless steel cages with wire bntttlmS 
PfvO Feeds, lnc.nc Pom1ula No. 5008. ad llbitttm 

MumcipaJ water, ad libllunl 
Tempeuture: 
Humidity: 
Air changes: 
Photoperiod: 
5 da}s 

20:t3"C 
3(}.70% 
I 0-J 2/hr 
12 hrs dark/12 hrs lighf 

B. ST DY DESIGN and METHODS: 

1. In life dates - Start: March 22, 2001; End: April 5. 2001 

2. Animal assi(!nment and treatment- Animals were assigned to the test groups noted in 
Table l. Animals were given a single dose of Wash 'N Bleach Extral dermal1y applied to a 
clipped area on the dorsaJ trunk (approximately 10% oftbe body surface). The application 
site was covered wlth a gau7...c patch moistened with deionized water and secured \\lith non
irritating adhesive tape. The covering was removed 24 hours later and the site washed with 
t.ap water and a cloth to remove any residual test material. The rats were observed for clinical 
signs at least three times on the day of treatment and at least daily thereafter for 14 days. 
Dermal irritation was observed at approximately 60 minutes after patch removal and on days 
4. 7, I 1, and 14. They were weighed prior to test material applicatjon, and on study days 7 
and 14. Survivors were sacrificed and a necropsy was performed. 
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TABLE I. Doses, mortaJity/animals treated 

Dose (mglkg bw) I Males I Females 

lsoso 015 0/5 

3. Statistics- Calculation of the dermal LD50 was not required. 

D. RESULTS AND DlSCUSSION: 

Acute Uermal Study I 4 
OPPTS 870.1200 I O£CD 402 

J Combined 

0/ 10 

A. MORTALITY is given in Table l. None of the rdts died during the study. 

1be dermal LD50 (C.l.) for males is> 5050 mg/kg bw 
females is> 5050 mg/kg bw 
combined is > 5050 mglkg bw 

B. CLINICAL OBSERVATIONS - All rats exhibited decreased activity one hour after 
treatment and on day 1 with recovery by day 2. Very slight to severe erythema, very slight 
edema, atonia, focal bleeding, coriaceousness, desquamatio~ eschar, blanching, necrosis, 
pustules, alopecia, sloughing, and/or ulceration at the test site were noted on all animals from 
days l through 14. 

C. BODY 'WEIGHT- One female lost weight during the first week and gained weight during 
the second week, but did not regain her original weight. AU other rats bad normal body 
weight gains. 

D. NECROPSY- No observable abnormalities were noted at necropsy. 

E. REVlKWER'S CONCLUSIONS· TI1e dermal LD$0 was > 5050 mglkg bw for males, 
females, and combined. These conclusions are in agreement with the study author. 

F. DEFICIENCIES - None 

G. COMMENT - A report titled "\Vash 'N Bleach Extra2, solid laundry detergent/disinfectant, 
toxicity data, acute toxicity" (MRID 45479002) included the summary of this current study 
as reported by the author/editor. It stated that the dermal LD50 was > 5050 mglkg bw. 



DATA EVALUATION RECORD 

TRTRAACETYLETHYLENEOJAMrrNE 
(WASH 'N BLEACH EXTRA1) 

TUDY TYPE; PRIMARY DERMAL IRRITATION- RABBIT 
[OPI'TS 870.2500 [§81-SJ; OECD 404] 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

MRID 45479005 

Prepared for 
Antimicrobials Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

1921 Jefferson Davis Ilighway 
Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Life Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge. TN 37831 
Action No. 1<361 

Signature: 
Date: 

H. Tim Borges. M.T.C/\.S.C.P.), Ph.D., D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S .. Groug Leader Signature: 
Date: 

Quality Assurance: 
Lee Ann Wilson. M.A. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT·Battelle, LLC, for the U.S. Department of Eot!rgy under 
Contmcl No. OE-AC05·000R22725. 

-
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EPA Reviewer: Wallace Powell, Ph.D. 
Antimicrobia ls Division (9510C) 
EPA Work Assignment Manager: B. Akinlosotu, .Ph.D. 
Antimicrobials Division (951 OC) 

TXR#: 

Acute Dermal lrritation Study ll 
OPrT 870.2500/ OECD 404 

Sigmltu rc: --------
Date ______ _ 

Sigu"tu re: --------
Date ______ _ 

II DATA E VALUATION RECORD II 
STUDY TYPE: Primary Dermal Lrritation- Rabbit OPPTS 870.2500 [§81-5]: OECD 404. 

PC CODR: 004115 DP BARCODE: D277999 
SUBMISSION NO.: S603528 

TEST MATERIAL: Wash 'N Bleach Extra2 (11.90% w/w tetraacctylethylenediamine and 
7.32% hydrogen peroxide, a.i., given on the CSF) 

SYNONYMS: Wash 'N Bleach Extra} LDS-49 

CITATION: Kuhn. J.O. (2001) Acute dermal irritation study in rabbits. Stillmcadow, lnc., 
12852 Park One Drive, Sugar Land, TX 77478. Laboratory study number 6327-
01, May 24,2001. MRID 45479005. Unpublished. 

SPONSOR: NorAmTcck Corporation, 2100 Central Street, Kansas City, MO 64108 

EXECUTIVE SUJ'vUvlARY: loa primary dermal irritation study (MRID 45479005), two male 
and four female New Zealand white rabbits were dermally exposed to 500 mg of Wash 'N 
Bleach Extra2 (a.i.:ll.90% w/w tctraacety)ethylenediamine and 7.32% hydrogen peroxide; Batch 
No. C061) and covered with a dry gauze patch or a gau:1..e patch moistened with deionized water 
for four hours to an approximately 6 cm2 area of body surface on the cl ipped dorsal trunk. The 
animals then were observed for 14 days. Irritation was scored by the method ofDraize. 

The rabbits treated with moistened test material: Very slight erythema was noted on one rabbit 
and moderate to severe erythema was noted on another rabbit one hour through 72 hours after 
patch removal with resolution by day 7. Severe erythema with very slight edema was noted on 
the third animal one hour through day l 0 after patch removal with resolution by day 14. 
Alopecia, desquamation, and blanching were noted on all rabbits and, in addition, one rabbit had 
eschar and necrosis. All irritation cleared by day 14. The primary dennal irritation index 
was 3.2. 

The rabbits treated with dry test material: Very slight erytl1cma was noted on 3/3 rabbits one hour 
after patch removal with resolution by 24 hours. The primary dermal irritation 1ndex was 0.2. 

In this study~ non·moistened Wash 'N Bleach Extra2 was essentially non-irritating. but the 
moistened test material was severely jrritating. (EPA Toxicjty Category l V and 1, respectively, 
for non-moistened test material and moistened test material). 
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Acult Dtrmal lr ribttion Study /3 
OPPT 870.2500/ OECD 404 

This study is classified as acceptable (guideline). This study satisfies the guideline requirement 
for a primary dennaJ irritation study (OPPTS 870.2500; OECD 404) in the rabbit. 

COMPLIANCE: Signed and dared GLP, Quality Assurance, and Data Confidentiality 
statements were provided .I. MATERIALS AND :METHODS 

A. MA TERJALS: 

1. Test material : 
Description: 

Lut/Dntch ##: 
rurlty: 
CAS H ofTGAI: 

Wash 'N Bleach E>.1.ra2 

Wh1tc., solid. wa>.y soap 

C061 
11 .90% w/w t~Lnlncctylc.!Lhylcnediwnine und 7.32% hydrogen peroxide; a.i. 
10543-57-4 for tctro.a~tylethylcncdiamine 
7721-84-4 for oydrogcn peroxide 

2. Vehicle and/or positin control: Deionized water 

3. Test a nimals: 
• pec:ies: 
Strain: 
A~e/weigbt at 
treatment: 

ource: 
Jlouslng: 

Dirt: 
Water: 
Environmc:ntltl 
conc.litions: 

Acclimation reriod: 

Rabbit 

New Zealand Wbitc 
Approximately 15 weds: mal~s · 2.90-3.05 }.;g, females. 3 05-3 325 kg 

Ray Nichols RabbitJy, Lumbtt1on. TX 
Individually in stainless steel cages"" i01 w1rt holloms 
PMI Feeds, Inc."" Lab Rabbit Diet No. 5321, 10 measured amount 
Municipa1 water, ad libuum 
Temperature: 20:i3°C 
Jlumidlty: 30· 70% 
Air changes: l0· 121hr 
Photoperiod: 12 hrs durk/12 hrs light 
S dny~ 

1. In life dates - Start: March 27, 2001; End: April 10, 2001 (Group 1) 
Start: April 24, 2001; End: April 27, 2001 (Group 2) 

2. Animal assignment and treatment · One male and two female animals (Group t) were 
given a single 500 mg dose of Wash 'N Bleach E>..'tra2 applied to the clipped intact site on the 
dorsal trunk and the site covered with a 2.5 x 2.5 em surgical gauze patch moistened with 
deionized water. An additional one male and h.\ro females (Group 2) were treated similarly to 
the above group, except the gauze patch was dry. The application sites were wrapped with a 
semi-permeable dressing and secured with tape. The dressings were left in place for 4 hours, 
after which they \vere removed and the residual test material removed with tap water and a 
cloth. The sites were scored for erythema and edema according to the Draize method I, 24, 
48, and 72 hours and 7, 10, and 14 days after patch removaL 
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U. RESOL TS AND DISCUSSION: 

Acute Dermal Irritation Study I 4 
OPPT 870.2500/ OECD 404 

A. Group 1: Very slight erythema was noted on one rabbit and moderate to severe erythema was 
no led on another rabbit one hour through 72 hours after patch removal \Virh resolution by day 
7. Severe erythema whh very slight edema was noted on the third animal one hour through 
day 1 0 after patch removal with resolution by day 14. Alopecia, desquamation, and 
blanching were noted on all rabbits aocl in addition, one rabbit had eschar and necrosis. All 
irritation cleared by day 14. The primary dermal irritation index was 3 .2. 

Group 2: Very slight erythema was noted on 3/3 rabbiLc; one hour after patch removal with 
resolution by 24 hours. The primary dermal irritation index was 0.2. 

B. REVIE\VER'S CONCLUSIONS: The moistened Wash 'N Bleach Extra2 was severely 
irritating, but the dry test material was essentially nonirritating. These conclusions arc not in 
agreement with the study author who stated thal the moistened test materia] was moderately 
irritating ru1d the dry test material slightly irritating, but arc in agreement with the srudy 
author in assigning the moistened test material in Toxicity Category 1 and dry test material in 
Toxicity Category IV. 

C. DEFlCIENCJES - None 

D. COM~'IENT -A report titled "Wash 'N Bleach Extra2
, so)id laundry detergent/disinfectant, 

toxicity data, acute toxicity" (MRID 45479002) included the summary of this current study 
as reported by the autJ1or/editor. It stated that the test material was not considered a dermal 
irritant in the anhydrous state. 
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DATA EVALUATION RECORD 

TETRAACETYLETHYLENEDIAMINE 
(WASH ' N BLEACH EXTRA1

) 

STUDY TYPE: SKIN SENSITIZATION- GUINEA PLG 
tOPPTS 870.2600 [§81-6); OECD 406} 

Primary Reviewer: 
Susan Chang, M.S. 

Secondary Reviewers: 

MRID 45479004 

Prepared for 
Antimicrobials Division 

Office ofPesticide Programs 
U.S. Environmental Protection Agency 

1921 Jefferson Davis High\vay 
Arlington: VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Life Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 3 7831 
Action No. KJ61 

Signature: 
Date: 

H. Tim Borges, M.T.(A.S.C.P.). Ph.D .• D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

Quality Assurance: 
Lee Ann Wilson. M.A. Signature: 

Date: 

Disclaimer 

~~ 
<"5 OC i 2 9 2091 

t~:r~ 
OCl 2 9 2661 

~'otr2~61~ 
. ,4. 

TI1is review may have been altered subsequeot to the contractor's signatures above. 

Oak Ridte National Laboratory managed and operaled by Ul'-Battdle, LLC., for Lhe ll.S. Deparnncar of Energy under 
Cont:ract No. DE-AC05-000R22725. 
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EPA Reviewer: Wallace PoweU, Ph.D. 
Antimicrobials Division {9510C) 
EPA Work Assignment Manager: B. Akinlosotu, Ph.D. 
Antimicrobials Division (9510C) 

TXR#: 

Skin Sen, itiz.ation St11dy / 2 
OPPTS 870.Z600 I OECD 406 

Signature: -------
Date ______ _ 

Signature:-------
Date. ______ _ 

II DATA EVALUATION RECORD II 
STUDY TYPE: Skin Sensitization- Guinea Pig; OPPTS 870.2600 f§81-6]; OECD 406. 

PC CODE: 0041 15 DP BARCODE: 0 277999 
SUBM1SSIO NO.: S603528 

TEST MA TERlAL: Wash 'N Bleach Extra2 (11.90% w/w tctraacetylcthylenediamine and 
7.32% hydrogen peroxide, a.i., given on the CSF) 

SYNONYMS: Wash 'N Bleach Extra2 LDS-49 

ClTATJON: Kuhn. J.O. (200 1) Skin sensitization study in guinea pigs. Stillmeadoe, Inc., 
12852 Park One Drive, Sugar Land. TX 77478. Laboratory study number 6328-
01 , May 18,2001. MRID 45479004. Unpublished. 

PONSOR: NorAmTeck. Corporation. 2100 Central Street. Kansas City, MO 64108 

EXRCUTlVE UMMARY: In a dermal sensitization study (MRl 045479004) "-ith Wash 'N 
Bleach Extra2 (a.i.: 11 .90% w/w tetraacctylethylenediamine and 7.32% h>•drogen peroxide; Batch 
No. C06 l ), 15 male and 15 female Hartley guinea pigs (age not given) were teSted using the 
Buehler method. 

Aller three weekly inductions, the 20 tcsL animals had oo reaction after challenge. ·me study 
included a positive control DNCB study carried out within six months of the current study and 
the results were appropriate. 

In th is study, Wash ' N Bleach Extra was not 3 dermal sensitizer. 

This study is classified as acceptable (guideline). This study sati:,fies the guideJjne requirement 
for a dennal sensitization study (OPPTS 870.2600; OECD 406) in the guinea pig. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidential icy 
statements were pro\'idcd. 
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Skin Sensitiultion Study f 3 

OPPTS 870.lGOO I OECD 406 

I. MATERIALS AND METHODS 

A. MATERIALS: 

1. Test Material: 
Oe~cri-ption: 

Lot/Batch #: 
Purity: 

CAS # of TGAI: 

Wash 'N Bleach Extra 
'While, solid, waxy soap 
C061 
11.90% w/w tctraacelylt:thylcmediamine and 7.32% hydrogen peroxide; a.i. 
1 0543-57·4 for lc:ltaacetylethylencdiamine 
7722-84-4 for hydrogen reroxide 

2. Vehicle and/o r positi\•c control: Deionized water (induction); 1-chloro-2>4-dinitrobenzene 
(DNCB) (historical data) 

3. Test a nimals: 
Species: 
Strain: 

Age/weight at start: 
Source: 
lloosin2: 
Diet: 

Water: 
Environment.• I 
conditions: 

Acclimation period: 

Guinea pig 

Hartley 
Age not given, ussumed to be young. adults; males: 357-4 I 3 g, females: 355-385 g 

CbMlcs River Lahorularlcs. Wilmin&ton, C\1A 
1-4 animals per sex per suspended, wire bottom, stainless steel cage 
PMJ Feeds, Inc. TM Guinea pig Diet No. 5025, ad libitum 

Munjcipal water, ad libitum 

TemperAture: 20±3°C 
Humidity: 30..70% 
Air ch:tnges: 10·12/hr 
Photoperiod~ 12 hrs dark/ I 2 hrs light 
5 days 

B. STUDY DESIGN and METHODS: 

1. In Jife dates- Start: March 28.2001 ~End : April27. 2001 

2. Animal assignment and treatment- On the day prior to each treatment, the back of the 
animals (20 test animals and I 0 naive control animals) -.verc clipped free of hair. The 
inductions were conducted once each week for three weeks. For the ftrst induction, 0.4 g of 
the test material was applied beneath a 2.5 x 2.5 em surgical gaw..e patch moistened '.vilh 
deionized water under occlusion for approximately six hours. For the second and third 
inductions, the same amount of test material was used but with a dry gau7c patch at naive 
sites. Guinea pigs were lefl untreated for two weeks before challenge. The test animals were 
challenged with 0.4 g of the non-moistened test material under a dry gau7..e patch under 
occlusion at naive sites for 6 hours. A naive control group was treated \•lith 0.4 g of the non
moistened test material at challenge only. Reactions were scored 24 hours after the 
inductions and challenge. In addition, reactions were scored 48 hours after the first induction 
and challenge. 



ITETRAACEITL£T11YLEJ'Ii£DlAMlNE I 0041151 

IJ. RESULTS AND DISCUSSION: 

Skin SensitiMHon Study / 4 
OPPTS 870.2600 I OECD 406 

A. lNDUCTJON REACTlONS AND DURATION - Faint usually confluent to strong 
erythema with or without edema were noted on aJ I test animals 24 hours after the first 
induction that persisted on 18/20 animals by 48 hours. One animal had faint usually confluent 
erythema 24 hours after the third induction, all other animals had no reaction after U1e second 
and the third inductions. 

B. CHALLENGE REACTJONS AND DURATION -No test animals or naive control 
animals had any reaction after challenge. 

Wash 'N Bleach Extra was a not dermal sensitizer. 

C. POSITIVE CONTROL - The study included a positive control DNCB study carried out 
within six months of the current study and the results were appropriate. 

D. It is the reviewer's opinion that the study was conducted in a manner suitable to detect the 
sensitization potential of the test material. No additional testing is needed. 

E. REVJE\VER'S CONCLUSIONS: Wash 'N Bleach Extra was a not dermal sensitizer. 
These conclusions are in agreement with the study author. 

F. JlEFICTENCIES- None 

G. COMMENT - A report ritled 'i\Vash 'N Bleach Exlra2, solid laundry detergentldLsinfectant, 
toxicity daUl:, acute tox.icity" (MRID 45479002) included the summary of this current study 
as reporled by the author/editor. The rest material was not a sensitizer. 
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Acute Derm11l Study / 2 
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igonturc: -------
Date. ______ _ 

' ignature: -------
Date. ______ _ 

II DATA EVALUATION RECORD II 
STUDY TYPfl: : Acute Dermal Toxicity - Rat: OPPTS 870.1200 [§81-2); OECD 402. 

PC CODE: 004115 OP BARCOD E: 0277999 
SUBMISSION NO.: S603528 

TE 'T MATERlAL: Wash 'N Bleach Extra~ ( 11 .90% \\t/W tetraacctylcthylenediamine and 
7.32% hydrogen peroxide, a.i., gi,•cn on the CSF) 

SYNONYMS: Wash 'N l31each Extra2 LDS-49 

C ITATION: Kuhn. J.O. (200 1) Acute dermal toxicity study in rats. Stillmead<.>w. luc., 12852 
Park One Drive, Sugar Land, TX 77478. Laboratory study number 6326-01. May 
24. 2001. MRID 45479003. Unpublished 

PONSOR: NorAmTeck Corporation, 2100 Central Street, Kans<l!> City, MO 64108 

EXECUTIVF: SlJMMARY: In an acute dermal toxicity study (MRl D 45479003), five male 
and five female Sprague-Dawley rats \Vere dennally exposed to Wash 'N Bleach Extra2 

(a.i.: 11.90% w/v.; tetraacetylethylcnediamine and 7.32% hydrogen peroxide; Batch No. C061) 
moistened with deionized water for 24 ht)UIS to approximately 10% of the body surface area at a 
dose of 5050 mg/kg body weight. 1 he animals then were observed for 14 days. 

Dermal LD50 Males > 5050 mg/kg bw 
l'emales > 5050 mglkg bw 
Combined > 5050 mglkg bw 

Wash ' 1'-. Bleach Extra! is of LO\V Toxicity based on the LD~0 (EPA Toxicity Category TV) 

None of the animals died and all rats were normal during the study with lhe exception that all rats 
exhibited decreased activity on day 1. Very slight to severe erythema, very slight edema, atonia. 
focal bleeding, coriaceousness, desquamation, eschar. blanching, necrosis. pustules, alopecia, 
sloughing, and/or ulceration at the test site were noted on all animab from days 1 through 14. 
With the exception of one female that loSt weight during the study, all other rats had nonnal 
body weight gains. No observable abnomlalilies were nmed at necropsy. 

This acute dermal ~tudy is classified as acceptable (guidel ine). This study satisfies the guideline 
requirement for an acute dermal toxicity study (OPPTS 870.1200; OECD 402) in the rat. 
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Acute Dermal Study / 3 

OPrl'S 870.1200 /OECD 402 

COMJ>Lf NCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality 
statements were provided. 

l. MATElUAL AND MI!:THODS 

A. MATERIAL 

1. Test matcri(,J: 
lUM:rlp1lon: 
LoV11nrch N: 

rurily: 
CA #ofT<;AI: 

Wa.ili 'N Bleach I:xtra1 

White. solid, waxy soap 
CO<> I 
II 90 .. o wlw tctra:tcctylcthylcnedi:unmc and 7.32'lo h)drogen peroxide; a.i. 
I (15113·57·4 for ltD'aucetylelhylenedwrrlloc 
7722-g.4·4 fbr bydroJ!Cil p<:rox ide 

2. Vehicle and/or positive control: Deionized water 

3. Test animals: 
~peclcs: Rat 
. train: Sp111guc-Dnwlcy 

Agl'l~eighl at c.los in&: Approximnlcly 9 ~eel<\~ molt.<i 271·3 U! B· female~. 180-::!03 & 
nurcc: Tex~~:~ Anunal Spcciallie<\, Humble, I X 

Housing: lnJividoally in stainless Steel cag~ with \\Ire bottoms 

Diet: PMJ Fcc~s, tnc. nt formuln lllo. 5008, ud llbllum 

Wurcr: '-'luniCipal \\ater, od lthuum 
LnHronmtnlal Ttmptrature: 2Q •3"(' 
conditions: llumldil)·: 30· 70'!• 

ir change~· 1()-12/hr 
Photop~rlod : 12 hrs ~Ari;/12 h~ hght 

cchmalion period· S days 

B. STlJUV Df:SlGN and METHOD : 

1. ln life dates · Start: March 22. 200); End: April5.2001 

2. Ani~J:l.!!!lissienmcnt and treatment - Animals were assigned to the te · t groups noted in 
Table 1 Animals were given a single dose of Wash 'N Bleach Extra2 derma.lly applied to a 
clipped area on the dorsal trunk (approximately I 0% of the body surfuce). The application 
site \vas covered v.rith a gaU7.e patch moist~ned with deionized water and '>ecured with non
irritating adhcsi"e tape. 1 he covering was removed 24 hour~ later and the site "vashcd with 
tap ""ater and a cloth to remove any residual test material. The rats were observed for clinical 
signs at least Lhree times on the day of treatment and at least daily thcrearler fo r 14 days. 
Dermal irritation was observed at approximately 60 minutes after patch removaJ and on days 
4, 7. 11. and 14. They were weighed prior to test material application, and on study days 7 
and 14. Survivors were sacrificed and a necropsy was performed. 
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TABLE J. Doses mortalityianimals t:reated 
' 

Dose (mglkg bw) I Males Females 

5050 l 015 015 

3. ta istics- Calculation of the dennaJ LDsn was not required. 

0. RES L TS AND DISCUS lON: 

Acute Dermal Study / 4 
OPPTS 870.1200 / OECD 402 

Combined 

0/10 

A. MORTALITY is given in Table 1. None of the ruts died during the study. 

The demlal LDso (C.I.) for males is> 5050 mg/kg bw 

females is > 5050 mglkg b"" 
combined is > 5050 mg/kg bw 

B. .... I TIONS - AU rats exhibited decreased acuvity one hour after 
treatment and on day I with recovery by day 2. Very slight to severe erythema, very slight 
edema, aLouia. focal bleecling. coriaceousness. desquumation, eschar. blanching, necrosis, 
pustules, alopecia, sloughing, and/or ulceration at the test site were noted on all animals from 
days 1 through 14. 

C. UODY \V£JG UT- One female lost weight during the first \-\'eek and gained weight during 
the second week. but did not regain beT original \~eight. All otht:r rat:; had normal body 
weight gains. 

D. NECROPSY- No observable abnonnalilics were noted at necropsy. 

E. REYIE\VER' CONCLUSIONS- The dermal LD50 was > 5050 mg/kg bw for males, 
females, and combined. These conclusions arc in agreernent \'lith the study author. 

F. DEFICIENCIES - None 

G. COMMENT- A report tiLled .. Wash 'N Bleach Extra\ solid laundry detergent/disinfectant, 
toxicity data. acute toxicity" (MRID 45479002) i11cludcd the summary of this current study 
as reported by the author/editor. lt stated that the dennal L050 was> 5050 mg/kg bw. 
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II DATA EVAL ATION RECORD II 
" f lJDY TYPE: Primary Dermall1Titation- Rabbit; OPPTS 870.2500 (§81-51: OECD 404. 

PC COD E: 004115 DP BARCODE: 0 277999 
SUBMISSION NO.: 8603528 

TEST MATERIAL: Wash 'N Bleach Extra2 (11.90% w/w tcrraacctylethylt!nediamine and 
7.32% hydrogen peroxide, a.i., given on the CSf) 

CTT ATTON: Kuhn. J.O. (200 1) Acute dennal irritation study in rabbits. Still meadow. Inc .. 
12852 Park One Drive, Sugar Land, TX 77478. T aboratory study number 6327-
0 1, May 24,2001. MRJD 45479005. Unpublished. 

PONSOR: Nor/\mTcck Corporation, 2100 Central Street, Kansas City, MO 64108 

EXECUTiVE UMMARY: In a primary dermal irritation study (MRID 45479005), two mule 
and four female New Zealand white rabbits were derrnat ly exposed to 500 mg of Wash 'N 
Bleach Extra2 (a.i.:11 .90% w/w tetraacetylelhylenediamine and 7.32% hydrogen peroxide~ Batch 
No. C061) and covered with a dry gauze patch or a gauze patch moistened with deionized water 
for four hours to an approximately 6 cm2 area of body surface on the clipped dorsal trunk. The 
animals then were observed for 14 days. Irritation was scored by the method of Drai7e. 

The rabbits treated with moistened test material: Very slight erythema was noted on one rabbit 
and moderate to severe erythema was noted on another rabbit one hour through 72 hours aller 
patch removal with resolution by day 7. Severe erythema with very slight edema was noted on 
the third animal one hour through day 10 after patch removal with resolution by day I 4. 
Alopecia, desquamation, and blanching were noted on all rabbits and. in addition. one rabbit had 
eschar and necrosis. All irritation cleared by day I 4. The primary dermal irritation index 
was 3.2. 

The rabbits treated with dry test material: Very slight erythema \.,·as noted on 3/3 rabbits one hour 
after piltch removal \vllh resolution by 24 hours. The primary dermal irritation index was 0.2. 

In this study, non-moistened Wash 'N Bleach Extra2 was essentially non-irritating, hut the 
moistened test material was severely irritating. (EPA Toxicity Category IV and I , respectively, 
lbr non-moistened test material and moistened Lest material). 
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Ac.ute Dermal Irritation Stud) I 3 

OPPT 870.2500/ OECD 404 

Tilis study is classified as acceptable (guideline}. nus study satisfies the guideline requirement 
for a primary dcnnaJ irritation study (OPPTS 870.2500; OI:.CD 404) in the rabbit. 

COMPLIANCE: Signed and dared GLP, Quality Assurance, and Data Confidentiality 
statements were provided.l. MATERIALS AND METHOD~ 

A. l\1ATERf L : 

1. Test material: 
Description: 
l ,ot/Datch #: 

Purity: 
CJ\S H 11rTCAI : 

Wush 'N Bleach Extra2 

White. solid, waxy so;ip 
C061 
11.~0% w/w lotraacetylclhylt:nedimninc ond 7.32% hyurogcn pcruxtdc; a.•. 
IOS,D-57-4 for tecraucclylethy Jen.:dlnmme 
7722-84-4 for hydrogen pemxu.lc 

2. Vehicle nod/or po~itivc control: Deionized water 

3. Test animals: 
• pecies: 
~tnt in: 
J\ge/~eight at 
treatment: 
Sourrc: 
llousina: 
Diet: 
Water: 
t:oviro nmeutal 
condlrions: 

Ac:clhnttlion Jler lud: 

Rubhil 
Ne'~ Zealand Wbil¢ 

/\pproximillcly 15 weeks~ male.<;• 2 90-3 .05 kg. fcmules · 3 0~-3 .325 kg 

Ray Nichols Rabbttry, Lumberton. Th 
lnch,•idually m stainless steel cnge'l '' 1th wire bol!om!> 
PMI Feeds. Inc. TM l.ab Rnbb1t Dh:t No 532 t. in rnea.~ur.:d amount 
\·lun.cip:tl water, ad libitum 

Tempen•ture: 2()%3 C 
ll unu dlty: J0-70'!., 
Air chnngc,;: Hl·lllhr 
Photur•criod: 12 hrs dnrk/12 hrs llghl 
.5 day::; 

6 . STJ,J JJY UESTG :md MF.TllODS: 

1. In life dates - Start: March 27, 2001; End: AprillO. 200 1 (Group 1) 
Start: April 24. 200 I: End: April 27. 2001 (Group 2) 

2. Animal assi~ment ancl treatment - One male and two female animals (Group 1) were 
given a single 500 mg dose of Wash 'N Bleach Extra2 applied to the clipped intacl site on the 
dorsal trunk and the site covered ""ith a 2.5 x 2.5 em surgical gauze patch moistened with 
deionized water. An additional one male and two females (Group 2) were treated similarly to 
the above group. except the gauze patch was dry. The application sites were wrapped with a 
semi-permeable dressing nnd secured with tape. rhe dressings were lefi in place for 4 hours, 
after which they were removed and the residual test material removed with tap water and a 
cloth. The :;ites were scored for erythema and edema according to the Draize method I, 24, 
48, and 72 hours and 7. 10, and 14 days a ncr patch removaL 
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U. RESULTS AI'W DISCUSSION: 

Acute Dermstllrritation Srudy 14 
OrPT 870.25001 OECD 404 

A. Group l: V cry slight erythema was noted ou one rabbit and moderate Lo severe erylherna was 
noted on another rabbit one hour through 72 hours after patch removal v.rith resolut1on by day 
7. Severe erythema with very slight edema was noted on lhe third animal one hour through 
day 10 after patch removal ·with resolution by day 14. Alopecia~ desquamation, and 
blanching were noted on all rabbits and. in addition. one rabbit had eschar and necrosis. All 
irritation cleared by day 14. The primary dermal irritation index was 3.2. 

Group 2: Very slight erythema vvas noted on 3/3 rabbits one hour after patch removal with 
resolution by 24 hours. The primary dermal irritation index \.vas 0.2. 

B. REVlEWER'S CONCLUSIONS: The moistened Wash 'N Bleach Extra2 was severely 
irritating, but the dry test material v,,·as essentially nonirritating. These conclusions are not in 
agreement with the study author who stated that the moistened test material was moderately 
irritating and the dry test material slightly irritating, but are in agreement with the study 
author in assigning the moistened test material in Toxicity Category I and dry test material in 
Toxicity Category IV. 

C. DEFICIENC1ES- None 

D. COMMENT - A report titled "Wash 'N Bleach Extra2, solid laLmdry detergent/disinfectant, 
tox_ici1y data, acute tox..ieity" (lv1RID 45479002) included the sununary of this current study 
as reported by the author/editor. It stated chat the test material was not considered a dermal 
irritant in the anhydrous state. 



1 
DATA EVALUATION RECORD 

TETRAACETYLETRYLENEDlAMlNE 
(WA H 'N BLEACH EXTRA2) 

ST OY TYPE: SKIN SENSITlZATJON - G lNEA I'IG 
IOPPTS 870.2600 [§81-61; OECD 406) 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

MRJO 45479004 

Prepared for 
Antimicrobials Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

1921 Jefferson Davis Highway 
Ailington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Life Sciences Division 
Oak Ridge National Laboratory 

Oak ltidgc, TN 37831 
Action No. K361 

Signature: 
Date: 

n. Tim Borges. M.T.(A.S.C.P.). Ph.D .. D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S., Group Leader Signalurc: 
Date: 

Quality Assurance: 
Lee Ann Wi lson. M.A. Signarurc: 

Date: 

Disclaimer 

~~ 
~5 

Otl 2 g 29R1 

A.r~ 
oc 1 l 9 ~06t 

~,{}8'31~ 
A, 

TI1is review may have been altered subsequent to the contractor's signaturt!s above. 

Oak Ridge Nallonal Laboratory managed and operated by UT -UaLtelle, LLC., for the U.S. Department of Energy under 
Comntcl No. DE-ACOS-OOOR22725. 



1 rr.rRAJ\CETYLETHYLENt-:DlAMJNE 10041151 

E PA Reviewer: Wallace Powc11, Ph.D. 
Antimicrobials Division (9510C) 
£PA Work Assj~nrneu• Manager: B. Akinlosotu, Ph.D. 
Antimicrobials D;yjsion (951 OC) 

TXR#: 

Skin Sensitization S t11dy I 2 
OPPTS 870.2600 f OECD 406 

ignatore: -------
Date. ______ _ 

Signature:-------
Date ______ _ 

(I DATA EVALUATION RECORD ll 
ST DY TYPE: Skin Sensitization- Guinea Pig; OPPTS 870.2600 [§81-6]; OECD 406. 

PC CODE: 004115 DP BARCODE: 0 277999 
.. UUMTSSlON NO.: 8603528 

TEST MATERIAL: Wash 'N Bleach Extra:! ( 11.90% w/w tetraacetylcthylenediamine and 
7.32% hydrogen peroxide. a.i ., given on the CSF) 

SYNONYMS: Wash 'N Bleach Extra2 LDS-49 

Q TATION: Kuhn. J.O. (2001) Skin sensitization stud) in guinea pigs. Stillmeadoe. Inc., 
12852 Park One Drive. Sugar Land, TX 77478. Laboratory study number 6328-
01, May 18. 2001. MRID 45479004. Unpublished. 

SPONSOR: NorAmTeck Corporation, 2100 Centro! Street, Kansas City, MO 64108 

EXF:CUTIVI£ SUI\fMARY: In a dermal sensitization study (MRJD 45479004) with Wash 'N 
Bleach .Cxtra2 (a.i.: 11.90% w/'"" tctraacctylethylencdiaminc and 7.32% hydrogen peroxide; Batch 
No. C061 ), 15 male and 1 5 female Hartley guinea pigs (age not given) were tested using the 
Buehler method. 

After three weekly inductions, the 20 test animals had no reaction after challenge. The study 
included a positive conlrol DNCD study carried out within six months of the current srudy and 
the results were appropriate. 

ln this study, Wallh 'N Bleach Extra was not a dermal sensitizer. 

This study is classi1ied as acceptable (guideline). This study satisfies the guideline requirement 
for a dermal sensitization srudy (OPPTS 870.2600; OECD 406) in the guinea pig. 

COMPLIANCE: Signed and dated GLP. Quality Assurance, and Data Confidentiality 
statements were provided. 
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OPPTS 870.2600 I OECD 406 

I. MATERIAL A I 0 METIJODS 

A. MATERIAL 

1. Test Mntcrial: 
Oe\critltion: 
LotfBatcb N: 
Purlt): 

CAS# ofTGAI: 

Wash 'N Bleach Extra 
Whtte, solid. ~B\} ~ap 
C061 
II 90"to w/w tctrwlcctylc:th}'lenC\lianunc anl.l 7 32% hyllrog.en peroxide; a. i. 
I 0543-57-4 for telrnacetylet.bylcntdtomine 
7722-84-4 for hydro~tcn pc:rox1dc 

2. Vehicle and/or positive control: Deionized water (induction); 1-chloro-2,4-dinitrobenzenc 
(DNCH) (historical data) 

3. 1 c~t :Jnima1s: 
St)ecies: 
Strain: 
Agclwcighl at ~tart: 

·ource: 
Housing: 
Dtet: 
\\':tter: 
Environmrntal 
c:ondilions: 

Accllmatinn pcrind: 

Gumeap•g 
I lu.nley 
Age not gi~en, assumed l~ h.: }'OUng adult~; male): 357-1 I 3 ~ females. 355-3RS g 
ChatiC) River 1 abot:ltort\.'S, W1lmtngton. MA 
1-1 amrnals per sex per su:,rcndcd. wtre bonom, strunless !>lccl cage 
11M I Feeds. lnc.n4 Gmnea pig Dicl No 5025. ad llhmtm 

MuDicrpal ~atcr. ad llbuum 
Tem(lerature: 2()%3°C 
Jl umldit): 30-70"• 
Air ch.anges: 10-1211ar 
Photupuiod: I 2 hn tlnriJ12 hr:<~ light 
S uay1o 

B. STUDY I>F.SIGN and METHODS: 

1. Tn life dates- Start: March 28,2001: Cnd: April27. 2001 

2. Animal a~si~ment and treatment- On the day prior to each treatment, the back of the 
animals (20 test animals and I 0 naive control animals) were clipped free of hair. The 
inductions were conducted once each week for three weeks. for the lirst induction, 0.4 g of 
the test material was applied beneath a 2.5 x 2.5 em surgical gauze patch moistened with 
deionized water under occlusion for approximately six hours. for the second and third 
inductions, the !-arne amount of test material was used but v.~th a dry gauze patch at naive 
Sites. Guinea pigs were left untreated for two weeks before challenge. 1 he test animals were 
challenged w1th 0.4 g of the non-moistened test material under a dry gauze patch under 
occlusion at naive sites for 6 hours. A naive control group was lrea£cd with 0.4 g of the non
moistened test material at challenge only. Reactions were scored 24 hours a11cr the 
inductions and challenge. In addition. reaction~ were scored 48 hours after the first induction 
and challenge. 
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U. RESULTS AND DISCUSSION: 

Skin Sen1itization Study 14 
OPPTS 870.2600 I OECU 406 

A. INllUCTTON REACTIONS AND DURATION - Faint usually conflucm to strong 
erythema \\lith or without edema were noted on all test animals 24 hours ruler the f1rst 
induction that persisted on 18/20 animals by 48 hours. One anima] had faint usually confluent 
erythema 24 hours after the third induction, all other animals bad no reaction after the second 
and the third inductions. 

B. CDALLENGE REACTIONS AND DlJRATTON - No test animaJs or naive control 
animals had any reaction after challenge. 

Wash 'N Bleach Extra wac; a not dermal sensitizer. 

C. POSITIVE CO~TROL - The study included a positive control DNCB study carried out 
within six months of the current study and the results were appropriate. 

D. It is the reviewer's opinion that the study was conducted in a manner suitable to detect the 
sensitization potential of the test materiaL No additional testing is needed. 

E. REVIE'WER'S CO CLUSIONS: Wash 'N Bleach Extra was a not dcnnal sensitizer. 
These conclusions are in agreement with the study author. 

F. DEFICIENCIES - None 

G. COMMENT- A report titled '·Wash 'N Bleach Ex1ra2
, solid laundry detergent/disinfectant, 

toxicity data, acute Loxiciti' (MRlD 45479002) included Lhe summary of this current study 
as rcpmted by the autl1or/editor. The test material was nol a sensitizer. 




